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Preferred Term System Organ Class (SOC) Number of Cases
‘Wrong product administered Injury, poisoning and procedural complications 25 (29.76%)
Product packaging confusion Injury, poisoning and procedural complications 12 (14.29%)
Headache Nervous system disorders 8 (9.52%)
Incorrect dose administered Injury, poisoning and procedural complications 8 (9.52%)
Poor quality product administered Injury, poisoning and procedural complications 8 (9.52%)
Vaccination site pain General disorders and administration site conditions 8 (9.52%)
Fatigue General disorders and administration site conditions 7 (B.33%)
Off label use Injury, poisoning and procedural complications 7 (B.33%)
Pain General disorders and administration site conditions 7 (8.33%)
Chills General disorders and administration site conditions 6 (7.14%)
Pyrexia General disorders and administration site conditions 6 (7.14%)
Pain in extremity Musculoskeletal and connective tissue disorders 5 (5.95%)
Immunisation Surgical and medical procedures 4 (4.76%)
Myalgia Musculoskeletal and connective tissue disorders 4 (4.76%)
Product administration error Injury, poisoning and procedural complications 4 (4.76%)
Expired product administered Injury, poisoning and procedural complications 3 (3.57%)
Product temperature excursion issue Product issues 3 (3.57%)
Arthralgia Musculoskeletal and connective tissue disorders 2 (2.38%)
Burning sensation Nervous system disorders 2 (2.38%)
COovID-19 Infections and infestations. 2 (2.38%)
Decreased appetite Metabolism and nutrition disorders 2 (2.38%)
Diarrhoea Gastrointestinal disorders 2 (2.38%)
Dizziness Nervous system disorders 2 (2.38%)
Hypoaesthesia Nervous system disorders 2 (2.38%)
Insomnia Psychiatric disorders 2 (2.38%)
Interchange of vaccine products Surgical and medical procedures 2 (2.38%)
Paraesthesia Nervous system disorders 2 (2.38%)
Product administered at inappropriate site | Injury, poisoning and procedural complications 2 (2.38%)
Product use issue Injury, poisoning and procedural complications 2 (2.38%)
Rash Skin and subcutaneous tissue disorders 2 (2.38%)
Underdose Injury, poisoning and procedural complications 2 (2.38%)
Asthenia General disorders and administration site conditions 1 (1.19%)
Back pain Musculoskeletal and connective tissue disorders 1 (1.19%)

1 COVID-19 mRNA vaccine (nucleoside modified) (BNT162b2) Abbreviated Summary Monthly Safety Report (SMSR) 8;

15 September 2022

X ARERICHENT, REMFBB(CHITDAZ OO KM 2D TF > (FEkk / BA.4-5) OEBHICHEDT—

Preferred Term ‘System Organ Class (SOC) Number of Cases
Bone pain Musculoskeletal and connective tissue disorders 1 (1.19%)
ggzﬁn"g“ﬁf:f:d?;a‘:g";%?" capabla of Injury, poisoning and procedural complications 1 (1.19%)
Cold sweat Skin and subcutaneous tissue disorders 1 (1.19%)
Dehydration Metabolism and nutrition disorders 1 (1.19%)
Disturbance in attention Nervous system disorders 1 (1.19%)
Drug ineffective General disorders and administration site conditions 1 (1.19%)
Dry mouth Gastrointestinal disorders 1 (1.19%)
Dyspepsia Gastrointestinal disorders 1 (1.19%)
Ear pain Earand labyrinth disorders 1 (1.19%)
Feeling cold General disorders and administration site conditions 1 (1.19%)
Feeling hot General disorders and administration site conditions 1 (1.19%)
Feeling of body temperature change General disorders and administration site conditions 1 (1.19%)
Gait inability General disorders and administration site conditions 1 (1.19%)
Heart rate increased Investigations 1 (1.19%)
Hyperhidrosis Skin and subcutaneous tissue disorders 1 (1.19%)
Incorrect product formulation administered | Injury, poisoning and procedural complications 1 (1.19%)
Influenza like illness General disorders and administration site conditions 1 (1.19%)
Injected limb mobility decreased General disorders and administration site conditions 1 (1.19%)
Jaint swelling Musculoskeletal and connective tissue disorders 1 (1.19%)
Lymphadenopathy Blood and lymphatic system disorders 1 (1.19%)
Maternal exposure during pregnancy Injury, poisoning and procedural complications 1 (1.19%)
Musculoskeletal stiffness Musculoskeletal and connective tissue disorders 1 (1.19%)
Nausea Gastrointestinal disorders 1 (1.19%)
Near death experience Psychiatric disorders 1 (1.19%)
Neck pain Musculoskeletal and connective tissue disorders 1 (1.19%)
Pain of skin Skin and subcutaneous tissue disorders 1 (1.19%)
Presyncope Nervous system disorders 1 (1.19%)
Product prescribing issue Injury, poisoning and procedural complications 1 (1.19%)
Renal pain Renal and urinary disorders 1 (1.19%)
Swelling General disorders and administration site conditions 1 (1.19%)
Swelling face General disorders and administration site conditions 1 (1.19%)
Thirst General disorders and administration site conditions 1 (1.19%)
Tremor Nervous system disorders 1 (1.19%)
Vaccination failure General disorders and administration site conditions 1 (1.19%)
Vaccination site erythema General disorders and administration site conditions 1 (1.19%)
Vaccination site pruritus General disorders and administration site conditions 1 (1.19%)
Vaccination site rash General disorders and administration site conditions 1 (1.19%)
Vaccination site swelling General disorders and administration site conditions 1 (1.19%)

Reporting Period 16 August 2022 through

BlFRrnEETNTULS,
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https://www.cdc.gov/media/releases/2022/s1012-COVID-19-Vaccines.html
https://www.cdc.gov/media/releases/2022/s0901-covid-19-booster.html
https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-authorizes-moderna-pfizer-biontech-bivalent-covid-19-vaccines-use
https://www.gov.uk/government/publications/covid-19-vaccines-for-autumn-2022-jcvi-advice-15-august-2022/jcvi-statement-on-the-covid-19-booster-vaccination-programme-for-autumn-2022-update-15-august-2022
https://www.canada.ca/content/dam/phac-aspc/documents/services/immunization/national-advisory-committee-on-immunization-naci/naci-guidance-planning-fall-2022-covid-19-vaccine-booster.pdf
https://www.canada.ca/content/dam/phac-aspc/documents/services/immunization/national-advisory-committee-on-immunization-naci/recommendations-use-bivalent-Omicron-containing-mrna-covid-19-vaccines.pdf
https://www.canada.ca/content/dam/phac-aspc/documents/services/immunization/national-advisory-committee-on-immunization-naci/guidance-covid-19-vaccine-booster-doses.pdf
https://solidarites-sante.gouv.fr/grands-dossiers/vaccin-covid-19/article/la-campagne-de-vaccination-automnale-contre-le-covid-19
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https://www.rki.de/DE/Content/Kommissionen/STIKO/Empfehlungen/PM_2022-09-20.html
https://www.gov.il/en/departments/news/20092022-04
https://www.who.int/news/item/17-05-2022-interim-statement-on-the-use-of-additional-booster-doses-of-emergency-use-listed-mrna-vaccines-against-covid-19
https://www.who.int/news/item/17-06-2022-interim-statement-on--the-composition-of-current-COVID-19-vaccines
https://www.ema.europa.eu/en/documents/public-statement/ecdc-ema-statement-booster-vaccination-omicron-adapted-bivalent-covid-19-vaccines_-0.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax
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https://www.cdc.gov/coronavirus/2019-ncov/vaccines/booster-shot.html
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/interim-considerations-us.html#recommendations
https://www.cdc.gov/media/releases/2022/s0328-covid-19-boosters.html
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html
https://www.cdc.gov/media/releases/2022/s0719-covid-novavax-vaccine.html
https://www.cdc.gov/media/releases/2022/s0519-covid-booster-acip.html
https://www.cdc.gov/media/releases/2022/s1012-COVID-19-Vaccines.html
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https://www.gov.uk/government/publications/covid-19-response-autumn-and-winter-plan-2021/covid-19-response-autumn-and-winter-plan-2021
https://www.gov.uk/government/news/jcvi-issues-updated-advice-on-covid-19-booster-vaccination
https://www.nhs.uk/conditions/coronavirus-covid-19/coronavirus-vaccination/coronavirus-booster-vaccine/
https://www.gov.uk/government/publications/jcvi-statement-on-the-adult-covid-19-booster-vaccination-programme-and-the-omicron-variant/jcvi-statement-on-the-adult-covid-19-booster-vaccination-programme-and-the-omicron-variant-7-january-2022
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1058449/UKHSA-12308-COVID-19-spring-booster-guide-for-over-75s.pdf
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https://www.gov.uk/government/publications/jcvi-interim-statement-on-covid-19-autumn-2022-vaccination-programme/joint-committee-on-vaccination-and-immunisation-jcvi-interim-statement-on-the-covid-19-vaccination-programme-for-autumn-2022
https://www.gov.uk/government/publications/jcvi-updated-statement-on-the-covid-19-vaccination-programme-for-autumn-2022/joint-committee-on-vaccination-and-immunisation-jcvi-updated-statement-on-the-covid-19-vaccination-programme-for-autumn-2022
https://www.gov.uk/government/publications/covid-19-vaccines-for-autumn-2022-jcvi-advice-15-august-2022/jcvi-statement-on-the-covid-19-booster-vaccination-programme-for-autumn-2022-update-15-august-2022
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https://www.canada.ca/en/public-health/services/diseases/coronavirus-disease-covid-19/vaccines/how-vaccinated.html#a9
https://www.canada.ca/en/public-health/services/immunization/national-advisory-committee-on-immunization-naci/recommendations-use-novavax-nuvaxovid-covid-19-vaccine.html#a7
https://www.canada.ca/content/dam/phac-aspc/documents/services/immunization/national-advisory-committee-on-immunization-naci/naci-guidance-second-booster-dose-covid-19-vaccines.pdf
https://www.canada.ca/content/dam/phac-aspc/documents/services/immunization/national-advisory-committee-on-immunization-naci/naci-guidance-planning-fall-2022-covid-19-vaccine-booster.pdf
https://www.canada.ca/content/dam/phac-aspc/documents/services/immunization/national-advisory-committee-on-immunization-naci/guidance-covid-19-vaccine-booster-doses.pdf
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https://www.rki.de/DE/Content/Infekt/EpidBull/Archiv/2022/07/Art_01.html
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https://extranet.who.int/pqweb/vaccines/covid-19-vaccines
https://www.who.int/news/item/17-05-2022-interim-statement-on-the-use-of-additional-booster-doses-of-emergency-use-listed-mrna-vaccines-against-covid-19

2022F10H17HE =

HAECSFBZHEIOF DI F>BMEEORRC D\ T I

2022(5H14)E108208

1

1EiERIRHE
(#1[E1/;ENNIETE) 4 B B#EEICDWNT 2022FRBAPRDIFEFEC DT
EliEE WRERIEERECET SRROHERE WRERIEERECET SRROHERE
N/A (EMA/ECDC\ 2022$4ﬁ 6 E) (EMA/ECDC\ 2022&7%115)
e e S0 FOECIEELAES, © BECVRIDHIKE, AIZE. 60mA oSS
N/A . ENMERE 4 DALRCAEBEEET o T IATECIL CRIBEFRNEAS NS AS.
BATOI T —IEEBSNTNRS EaER * AZSTOARMICTIF NS - EEICHT D0
U CIEE A A RTET INRE, TR ERIGECE ER - MEESAICTITD
IENHERRORMENIRET SNBIRE,
(EMA/ECDC. 202247 A118) (EMA/ Febe 2022% 27 6,15) _
o X AZOOKRMIGDT O F > OEE(CE LT
- (ERIEMZT) 60—7980&, RULT | ol s o o
DEHRD) \A U B (CIBREDIR 7 #E12, - i P a@fi e g
o EfMiE =D =% 7o - JiE = S EEE=T 1= AN .
BINERD SPS cBANADRIREEY BERREET 5128 LD\ UR S, 1R,
- REANMEMRDODABRERUVEE.
HEATHFS . BIIEENREENBIAE | EEREE.
‘ - BIEIEEN SRIEINEDOMIREZRIF TIBETE 3.
« I7AY—
© EFILS A/ HEDIF > REI/RDOF
© VARSTERD (EMA/ECDC. 2022# 4 A6 H) (EMA/ECDC. 20229 A6 H)
= MRNADOF > % (85 L83, . BRTBIOFCOBELD GBI ST

EENEE, AZOOKMICTIFUNKEHAT
SIRWGE. IEREDIF > DERZRET T INE,

SOURCE: EUROPEAN VACCINATION INFORMATION PORTAL, EMA, EMA, EMA, EMA, EMA, EMA, EMA 27



https://vaccination-info.eu/en/covid-19/covid-19-vaccines
https://www.ema.europa.eu/en/news/comirnaty-spikevax-ema-recommendations-extra-doses-boosters
https://www.ema.europa.eu/en/news/spikevax-ema-recommendation-booster
https://www.ema.europa.eu/en/news/ema-ecdc-recommendations-heterologous-vaccination-courses-against-covid-19
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https://www.ema.europa.eu/en/documents/public-statement/covid-19-joint-statement-ecdc-ema-administration-fourth-dose-mrna-vaccines_.pdf
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